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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE f MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-81 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) ^ Claim(s) 1-81 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



Restriction to one of the following inventions is required under 35 U.S.C. 121: 



Group I, Inventions 1-214. 



Claims 1-36, 41-77 and 81 drawn to a GLP-2 analog 



where the analog is a one of 51 sequences listed in claim 35 and and is one of 162 



different sequences listed in claim 72, classified in class 530, subclass 308. 



Group II Invention 215, 



Claims 36-40, 76 drawn to nucleic acid and host 



cells, classified in class 536, subclass 22.1. 
Group III, inventions 216-377. Claims 74-75 drawn to a method of numerous disorders 
using the 162 different GLP-2 analogs of claim 77, classified in class 514, subclass 2. 

Claims 1-36,41-76 link(s) inventions 1-214; 

The restriction requirement between the linked inventions is subject to the nonallowance of 
the linking claim(s). Upon the allowance of the linking claim(s), the restriction requirement as to the 
linked inventions shall be withdrawn and any claim(s) depending from or otherwise including all the 
limitations of the allowable linking claim(s) will be entitled to examination in the instant application. 
Applicants) are advised that if any such claim(s) depending from or including all the limitations of 
the allowable linking claim(s) is/are presented in a continuation or divisional application, the claims 
of the continuation or divisional application may be subject to provisional statutory and/ or 
nonstatutory double patenting rejections over the claims of the instant application. Where a 
restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re 



Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 
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The inventions of Group I and II are independent and distinct because the inventions are 
structurally distinct from one another. The Group I inventions are drawn to peptides while the 
invention of Group II is drawn to a nucleic acid. A search nucleic acid which are structurally 
divergent form one another. The invention of each Group would be based on the structure and a 
search for proteins would not lead to the nucleic acid. Thus, the inventions of Group I and Group 
II are independent and distinct 

The inventions within Group I are independent and distinct since all of the peptides vary in 
structure. Thus a structure search would have to be carried out on each individual peptide 
corresponding to those cited on claims 35 and 72. A search for K30R-GLP-2 would not lead to 
results that include D3E/K30R/D33E-GLP-2. 

The inventions of Group I and Group III are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially different product 
or (2) the product as claimed can be used in a materially different process of using that product. See 
MPEP § 806.05(h). In the instant case method of treating the disorders claimed, in claim 79, can be 
used using matrially different fproduct. For example, osteoporosis can be treated using GLP-1 
compounds, which are structurally distinct from GLP-2. Further, calcitonin can be used to treat 
hypercalcemia or Paget's disase. 

Applicants are requested to elect a single Group and a single invention (corresponding to the 
specific sequence) within the Group for prosecution on the merits. Thus, if Applicants elect 
invention 1, then the election will be of the first sequence in Claim 35. If Applicants do not elect a 
single group and a single invention, Applicants will not be fully responsive to the restriction 
requirement. 
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Should applicant traverse on the ground that the inventions are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the inventions 
to be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission may 
be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

This application contains claims directed to the following patentably distinct species: the 

numerous disorder claimed in claim 79, namely" 

Inflammatory bowel syndrome, Crohns disease, colitis including collagen colitis, radiation 
colitis, ulcerative colitis chronic radiation enteritis, non-tropical (gluten intolerance) and 
tropical sprue, Coeliac disease (gluten sensitive enteropathy), damaged tissue after vascular 
obstruction or trauma, diarrhea e.g. tourist diarrhea and post-infective diarrhea, chronic 
bowel dysfunction, dehydration, bacteremia,- sepsis, anorexia nervosa, damaged tissue after 
chemotherapy e.g. chemotherapy-induced intestinal mucositis, premature infants incl. 
intestinal failure in premature infants, preborn infants incl. intestinal failure in preborn 
infants, scleroderma, gastritis including atrophic gastritis, prostatectomy atrophic gastritis 
and helicobacter pylori gastritis, pancreatitis, general septic shock ulcers, enteritis, cul-de-sac, 
lymphatic obstruction, vascular disease and graft-versus-host, healing after surgical 
procedures, post radiation atrophy and chemotherapy, weight loss in Parkinson's Disease, 
intestinal adaptation after surgical procedure, parenteral nutrition-induced mucosal atrophy, 
e.g. total parenteral nutrition (TpNl-induced mucosal atrophy, and bone-related disorders 
including osteoporosis, hypercalcemia of malignancy, osteopenia due to bone metastases, 
periodontal disease, hyperparathyroidism, periarticular erosions in rheumatoid arthritis, 
Paget's disease, osteodystrophy, myositis ossificans, Bechterew's disease, malignant 
hypercalcemia, osteolytic lesions produced by bone metastasis, bone loss due to 
immobilization, bone loss due to sex steroid hormone deficiency, bone abnormalities due to 
steroid hormone treatment, bone abnormalities caused by cancer therapeutics, osteomalacia, 
Bechet's disease, osteomalacia, hyperostosis, osteopetrosis, metastatic bone disease, 
immobilization-induced osteopenia, or glucocorticoid-induced osteoporosis. 

The species are independent or distinct because each disorder has different etology, different 
patient population and different end results. In order to practice and treat a particular disorder the 
method steps involved, namely administering to the desired patients, would be different form one 



another. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for prosecution 
on the merits to which the claims shall be restricted if no generic claim is finally held to be allowable. 
Currendy, 74-75 generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable thereon, 
including any claims subsequendy added. An argument that a claim is allowable or that all claims are 
generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entided to consideration of claims 
to additional species which depend from or otherwise require all the limitations of an allowable 
generic claim as provided by 37 CFR 1.141. If claims are added after the election, applicant must 
indicate which are readable upon the elected species. MPEP § 809.02(a). 
The inventions are distinct, each from the other because of the following reasons: 

Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement be traversed (37 CFR 
1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distincdy and 
specifically point out supposed errors in the restriction requirement, the election shall be treated as 
an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record showing the 
inventions or species to be obvious variants or clearly admit on the record that this is the case. In 
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either instance, if the examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currendy 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a request under 37 CFR 1.48(b) and by the fee 
required under 37 CFR 1.17®. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 




